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Summary Date September 12, 2011

Submitter Name and Stryker Neurovascular
Address 47900 Bayside Parkway

Fremont, CA. 94538

Contact Person: Jim Leathlcy
Regulatory Affairs Project Manager
Phone: 510 440 7836
Fax: 510 440 7752
Email: j im.Ieathley~stryker.com

Trade Name: Target® Detachable Coils

Common Name: Occlusion Coil, Vascular Occlusion Coil, Neurovascular Occlusion
Coil

Classification Name: Target Detachable Coils are classed as vascular and neurovascular
embolization devices under 21 CFR 870.3300 (KRD) and 21 CFR
882.5950 (HCG), respectively, and are Class 11 devices (special
controls).

The special control for the devices is FDA's guidance document,
Class II Special Contfrols Guidance Document: Vascular and
Neurovascular Embolization Devices (issued 29 Dec 2004).
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510(k) Summary Of Safety And Effectiveness (cont.)

Legally Marketed
Predicate Devices: ________________

Reference (Clearance Date) Device

K093 142 (4 Feb 20 10) Target Detachable Coil and lnZone®
Detachment System

K1 02672 (15 Oct 20 10) Target Detachable Coil

Device Description: Stryker Neurovascular's Target Detachable Coils are comprised of
four coil types: Target Coil 360 STANDARD, Target Coil 360
SOFT, Target Coil 360 ULTRA and Target Coil HELICAL
ULTRA. All Target Coils are stretch resistant coils. Target Coils
incorporate a length of multi-strand material through the center of
the coil designed to help resist stretching. Target Coils are designed
for use with Stryker Neurovascular's lnZoneTM Detachment System
(sold separately).

Each Target Coil type consists of a platinum-tungsten alloy coil
attached to a stainless steel delivery wire. For Target Coil 360
STANDARD, Target Coil 360 SOFT and Target Coil 360 ULTRA
coils the distal end of the main coilI is formed such that there is a
smaller distal loop at the end of the main coil to facilitate placement
of the coil. The diameter of the distal loop is 75% that of the rest of
the main coil loops.

Stryker Neurovascular's lnZone Detachment System is intended for
use with all Stryker Neurovascular Detachable Coils in the
embolization of intracranial aneurysms and other vascular
malformations of the neuro and peripheral vasculature.

Page 2 of 6



Kuzsa9
510(k) Summary Of Safety And Effectiveness (cont.)

Verification Testing: Verification testing of the Target Detachable Coil consists of testing

as described in K093 142 as well as the following:

Predicate Device Testing (from K1 02672)

1) Functional testing to assess:

Main Junction Tensile Strength
Delivery Wire Tensile Strength
Coil Detachment Time

2) MR Compatibility testing to assess:

Magnetically induced displacement (ASTM F2052)
Magnetically induced torque (ASTM 2213)
Magnetically induced heating effect (in 1.5 T and 3 T MR
systems - ASTM F2 182)
MR induced image artifact (ASTM F21 19)

As a result of MR compatibility testing, the Directions for Use
(DFU) for the Target Detachable Coil has been revised to
include a more comprehensive MR Conditional statement
describing the conditions under which the device was tested.

3) Pre-clinical testing to provide post-implant MR artifact data and to
assess and compare the modified Target Detachable Coil to control
coils in coiled-aneurysm models.

4) Confirmatory biocompatibility testing as follows:

MEM Elution Cytotoxicity
H-emolysis, Direct Contact
USP Physico-Chemical <661>

5) Assessment of the new grade stainless-steel by Boston Scientific's
Coporate Toxicology group.
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510(k) Summary Of Safety And Effectiveness (cant.)

Testing for modifications that are the subject of this submission
(K 112385)

1) Functional Testing to assess:

a) Coil!/ Catheter Compatibility
b) Product Removal from the Flushing Dispenser Coil (Product
Removal Test Method, No Twistlock)

2) Packaging Verification testing to assess the ability of the new
introducer sheath to protect the finished device

3) Shelf Life Testing, following climatic conditioning and
distribution simulation, to assess the ability of the new introducer
sheath to protect the finished device

4) Confirmatory biocompatibility testing as follows:

a) Cytotoxicity, MEM Elution (EN ISO 10993-5:2009)
b) Sensitization, Guinea Pig Maximization (EN ISO 10993-
10: 2009)
c) Intracutaneous Reactivity (EN ISO 10993-10:20 10)
d) Acute Systemic Injection (EN IS0 10993-11:2009)
e) Rabbit Pyrogen, Materials Medicated (EN 1S0 10993-
11:2009)
0 Hemolysis, Direct Contact ((EN ISO 10993-4:2009)
g) Partial Thromboplastin Time (EN ISO 10993-4:2009)
h) In Vitro Hemocompatibility (EN ISO 10993-4:2009)
i) Complement Activation (EN ISO 10993-4:2009)
j) USP Physico-Chemical <661 >
k) Latex Testing (ASTM D6499-07)

5) Design Validation testing in which a physician assessed the new
introducer sheath and new retention clip for the ability of the new
configuration to:

a) protect the finished device
b) provide acceptable introducer sheath friction
c) provide for proper hydration of the finished devicde within the
new introducer sheath
d) enable easy removal of the finished device from the dispenser
Coil

Physician evaluation also assessed whether the revised DFU was
clear, legible and easy to read.

Page 4 of 6



510(k) Summary Of Safety And Effectiveness (cont.)

Accessories: Target Detachable Coils are packaged within a flushing dispenser
coil assembly. The dispenser coil is an accessory item with an
attached flushport used to hydrate the coil prior to use.

Indications for Use ITarget Detachable Coils are intended for use in the treatment of
Intended Use: intracranial aneurysms and other neuro and peripheral vascular

abnormalities such as arteriovenous malformations and arteriovenrous
fistulae.

Target Coils are indicated for endovascular embolization of:
* Intracranial aneurysms
a Other neurovascular abnormalities such as arteriovenous

malformations and arteriovenous fistulae
* Arterial and venous embolizations in the peripheral vasculature

Comparison to Predicate Device:

Tarpet Detachable Coils

Stryker Neurovascular's modified Target Detachable Coils have the
same intended use/indications for use as the predicate Target
Detachable Coils.

Although the devices incorporate modifications to the introducer
sheath (i.e., a change in material from polypropylene to high density
polyethylene), a new dispenser coil clip, and revised packaging and
labeling (i.e., a change from Boston Scientific branding to Stryker
Neurovascular branding), including revised instructions for use, the
modifications do not alter the intended use, indications for use, or the
fundamental scientific technology of the predicate devices.

Risk assessment of the modifications in the form of design and use
failure modes and effects analysis (design and use FMEAs) has been
conducted in accordance with EN ISO 14971 ±AI:2003. Stryker
Neurovascular has determined the modifications 'to the predicate
devices raise no new questions of safety or effectiveness.

Verification testing has demonstrated the modified Target
Detachable Coils are substantially equivalent to the predicate Target
Detachable Coils.
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510(k) Summary Of Safety And Effectiveness (cont.)

Conclusion: Because the subject modifications do not alter the intended use
or indications for use of the predicate devices, or the
fundamental scientific technology of the predicate devices; and
because risk assessment of the modifications and successful
verification testing raise no new questions of safety and
effectiveniss, Stryker Neurovascular has determined the modified
Target Detachable Coils to be substantially equivalent to the
predicate devices.
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-**,t**i DEPARTMENT OF HEALTH & HUMAN SERVICES Public iv-caihScrvice

0 (903 No E-mtipsliire :\veitie
I),cumen C'nie koom -\V(66-(6}9)
Silver Spring.-, MY) )0993-0001

Stry\ker Neuro Vf5CULar
c/o Janes Leathlcy
Reguldator \ Affairs lProject Mlanager
47900 IBayskle Parkway eG 2
Freemont, CA 94538

Re: K1 12385
i'rade/Device Name: Targ-et Detachable Coils

Reg-Ulation Number: 21 CFR 882.5950
Regulation Name: NeurovascuLLar emnbolizat ion device
RegulatyCtlass: Cl[ass 11
Product Code: l-ICG
Dated: AuguLst 17. 2Q11
Received: AUgustIS 1, 2011

Dear Mr. Leathley:

\Ve have reviewed Your Section 510(k) premnarket notification of intent to market thre (levice
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to leg-ally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, thie enactment date Of thle Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,and Cosmetic Act (Act) that do not require approval of a premrarket approval application (P3MA).
You may, therefore, market the device, Subject to thre general Controls provisions of the Act. The
general controls pro visions of the Act include requirements for anual reg istrat ion, listing of
devices, good mnanufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does riot evaluate information related to contract liability
warranties. We remind You, however, that device labeling must be truthfurl and not ruisleaclirn.

[f Your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMIA). it
may be subject to additional controls. Existing Major regulations affecting your (deie can be
found in the Code of ederal Regulations, Tritle 2 1, Parts 800 to 898. In) addition, FDA may
publish further ann1ou~ncements concerning your device fin the Federal Register.

Please be advised that FDA's issuance of: a Substantial eqluivalence determination does not mecan
that FD A has muade a ([etcerminat ion that your device cotmp lies withI other re qukLCteii ts oftlIre Act
or any [-eie ra I stat uteCs anrd regu I at io is admni nis tered b)y other Federal agencies. You must en mph'
withI all the Act's requiremn1t.s, inlukd irig, but not limitedc to: regist ratio r and list in g (2 1 C FR Part
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807): labeling (2 1 C FR Part 801I) med icalI device re 1) t ing (iepin g of mledtical dlevice-1cia ted
adverse events) (2 1 CFR 803): good mann factUilli0 pralice reCItHiCil enlts as Set forthl inl thle
CIl~al ity Systems (QS) rl=Olat 10 n (2 1 C FR Part 820); and if appi cable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050.

If you desire specific advice Cor your device on our labeling regulation (2 I CFR Part 80 1 ), please
go0 to ht./ w.d. o/buFACeesflc/CRI/C)R-afis/m115809. lit in for
the Ceum trFor Devices and Radiological H-ealIthI's (CD RI-I's) 0flice oF Co mp Iiance. Also, please
note thle reguLlat ion entitled, "Misbranding by reference to Ipremnarket notification" Q I CR Pain
807.97). For questions regardling the reporting of adverseueenis tinder the MVDR regulation (21
CFR Part 803). please go to
littiHvww .fda.Lov,/Mcdli(alDevices/Satictv/RepoirtaPr-oblei/defCauLIlttIll for the CDRIIs Office
of'Suirveillance and B ionietrics/Division of Postmarket Sttrvcillanee.

You may o btamn o ther general inf o rmat ion on tVOur res po nsibilit ies Under thle Act fromn thle
D ivis ion of S mall M vanuLfacturler-s, International and Co nsumer Assistance at its toll- free inmber
(800) 638-204 1 or (301f) 796-7 100 or at its Internet address
hitti)://wwwxf'dai. oy/Med cllev\iCeS/1ReSOtir'csf'O r'ou/I linL ti r/Cde"L It. litml.

Sinlcerely yours,

MN/alvina B. Eyde I an, in. D
Director
Division of' Ophthalmic, NeUrolocical

and Ear, Nose and Thrlioat Devices
Office of Device Evaluation
Cenlt for Devices and Radioloaical Health

Enclosure



Sp~ecial 510(k): Modification of Stryker Neurovascular's Target@ Detachable Coils

Stryker
Neurovascular

INDICATIONS FOR USE STATEMENT

5 1 0(k) Number __________

Device Name: Target Detachable Coils

Indications for Use:

Target Detachable Coils are indicated for the endovascular embolization of:.
*Intracranial aneurysms
*Other neurovascular abnormalities such as arteriovenous malformations and arteriovenous fistulae
*Arterial and venous embolizations in the peripheral vasculature

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use 4OR Over The Counter Use _____

(Per 21 CFR 801.109)

TZO RUCRm
(Division Sign-Off
Division of Ophthalmic, Neurological and Ear,
Nose and Throat Devices

Special 510(k), Stryker Neurovascular August 2011
Modification of Target Detachable Coils 510(k) Number K'( t1 7L' ! -


